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I. 


This international preliminary report on patentability (Chapter I) is issued by the fnter national Bureau on behalf of the 
International Searching Authority under Rule 44 bis.l{a). 




This REPORT consists of a total of 6 sheets, including this cover sheet. 

In the attached sheets, any reference to the written opinion of the International Searching Authority should be read as a reference 
to the international preliminary report on patentability (Chapter I) instead. 


3. 


This report contains indications relating to the following items: 






Box No, I 


Basis of the report 




□ 


Box No. U 


Priority \ 




□ 


Box No. Ill 


Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 




□ 


Box No. IV 
Box No. V 


Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 






Box No, VI 


Certain documents cited 




□ 


Box No. VII 


Certain defects in the international application 




□ 


Box No. Vni 


Certain observations on the international application 


4. 


The International Bureau will communicate this report to designated Offices in accordance with Rules 44bis3{c) and 93W.V.L but 
not, except where the applicant makes an express request under Article 23(2), before the expiration of 30 months from the priority 
date (Rule 44bis .2). 
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International application No^ 
PCT/IL06/00345 



international illing dale (day month -year} 
16 March 2006 (16,03,2006) 



International Patent Classification (IPC) or both national classification and IPC 

JPC: A61N l/05( 2006.01} 
USPC: 607/40 



Priority date {day/month/year) 
18 March 2005 { 18.03.2005) 



Applicant 

M ETA CURE INC. 



1. This opinion contains indications relating to the following items: 



□ 
□ 
□ 



□ 
□ 



Box 


No. 


I 


Box 


No. 


11 


Sox 


No. 


[II 


Box 


No. 


IV 


Box 


No. 


V 


Box 


No. 


VI 


Box 


No. 


VII 


Box 


No. 


VIII 



Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule A3bis. l(a)(i) with regard In novelty, inventive step or industrial 
applicability: citations and explanations supporting such statement 

Certain documents cited 
Certain defects in the international application 
Certain observations on the international application 

2. FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will be considered to be a written opinion of the 
International Preliminary Examining Authority ("IPEA r ) except that this does not apply where the applicant chooses an 
Authority other than this one to be the IPEA and the chosen IPEA has notified the Internationa! Bureau under Rule 66Abis(b) 
that written opinions of this International Searching Authority will not be so considered. 

If this opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to submit to the 
IPEA a written reply together, where appropriate, with amendments, before the expiration of 3 months from the date of mailing 
of Form PCT/fS A/220 or before the expiration of 22 months from the priority date, whichever expires later. 
For further options, see Form PCT/ISA/220. 

3. For further details, see notes to Form PCT/ISA/220. 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 


Internationa] application No. 
PC17ILO6/O0345 


Box No* I Basis of this opinion 


1. With regard to the language, this opinion has been established on the basis of: 




[Xl the international application in the language in which il was filed 




LJ a translation of the international application into t which is the language of a translation furnished for the purposes of 
international search (Rules 12.3(a) and 23 J (b}). 


2. With regard lo any nucleotide and/or amino acid sequence disclosed in the international application and nccessarv to the claimed 
invention, this opinion has been established on the basis of: 


a. type of materia] 




I — i 

| | a seq uence i ist i ng 




Q table(s) related to the sequence listing 




b. format of material 




1 j on paper 




1 1 in electronic form 




c time of filing/furnishing 




1 ! contained in the international application as Hied. 




CD filed together with die international application in electronic form. 




Q furnished subsequently lo this Authority for the purposes of search. 




3. C]] In addition, in the case that more than one version or copy of a sequence listing and/or table(s) relating thereto has been Hied 
or furnished, the required statements that the information in the subsequent or additional copies is identical to that in the 
application as filed or does not go beyond the application as filed, as appropriate, were famished. 


4. Additional comments: 
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Box No. V Reasoned statement under Rule 43 bisA(a)(\) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

I. Statement 



Novelty (N) Claims 2-10, 13.20, 22. 24 and 26-28 _YES 

Claims L 1 L 12. 14-19. 21. 23 and 25 NO 

Inventive step (IS) Claims NONE YES 

Claims U2S NO 

Industrial applicability (I A) Claims N28 YES 

Claims NONE NO 



2, Citations and explanations: 
Please See Continuation Sheet 
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Supplemental Box 

In case the space in any of the preceding boxes is not sufficient. 



V, 2. Citations and Explanations: 

Claims 1,11,12. 14-19, 21, 23 and 25 lack novelty under PCT Article 33(2) as being anticipated by Cates et al (US 2004/0230273, 
hereinafter Gates). Cates discloses an implant device 200 for electrical stimulation of the body that includes a coating 420 which 
changes properties after being inserted into the body, such that less irritation is felt by the body (par, 0047}. The lead is also inherently 
capable of being inserted into the pancreas, vvhich is viewed as functional language found in the claims. 

Regarding claim I 1, Cates discloses the coaling (read as a sJeeve) surrounds the electrode, while leaving it electrically active (par 0008). 

Regarding claims 12 and 14, once the Lead is inserted m the pancreas, it wil! inherently have a better mechanical coupling since it is in 
contact with the pancreas. Furthermore, as more and more of the sleeve is inserted into the pancreas, the sleeve/coaling is considered to 
"expand." 

Regarding claims 15, 16 and 25, the ability of the sleeve/coating to be glued, become less coupled to the pancreas, and hold at least 100 
microcoulombs of ions is considered functional language thai the lend of Cates is inherently capable of performing. 

Regarding claim 1 8, Cates discloses that the device may have mechanical memory such that it becomes flexible and takes a 
predetermined position once it has been inserted in the body (par. 0030). 

Regarding ciaim 23, the lead of Cates is considered to be sufficiently long and flexible to exert a weak force on the body. 

Claims 13, 22, 24, 26 and 27 lack an inventive step under PCT Article 33(3) as being obvious over Cates. Cates, as described above, 
discloses the applicant's basic invention with the exception of including tines and coupling to the body with a resistance of 20 Ohms. It 
is notoriously old and well known in the art to include tines on an implantation device in order to ensure adequate fixation at the 
implantation site. Furthermore, upon reviewing the specification of the current application, the examiner can find no disclosure that 
having the resistance of the coupling be less than 20 Ohms; it is merely given as an example. Since Cates wil! inherently couple to the 
body with a resistance, and would perform equally well as the implant device in the current application based on the fact that the 
applicant has not disclosed that the 20 Ohm threshold is for any particular purpose, the coupling resistance is considered an obvious 
design choice. 



Claims 2-10 lac k an inventive step under PCT Article 33f3^ as beine obvious overrates in view of Qs i&ka fl IS 2QfJ5/QQ3339pLXa££iu 
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as described above, discloses the applicant's basic invention with the exception of utilizing an inserting element with the implant device. 
Attention is directed lo the secondary reference ol'Qsypka, which discloses an electrode 2 with stiffening eiements 7 and 9 that extend 
through the electrode. Furthermore, there is a knot that helps secure the thread 9 10 the device (see figure 7 and claim 41) that once cut 
would free the electrode. Therefore, it would have been obvious to combine the implant device of Cates using the introduction structure 
and techniques of Osypka since this was a known structure and method for inserting electrodes into the body, and would allow for 
multiple electrodes to be inserted simultaneously. 

Claim 20 lacks an inventive step under PCX Article 33(3) as being obvious over Cates in view of Machek et ai. {US 5,954,761, 
hereinafter Machek). Cates, as described above, discloses the applicant's basic invention with the exception ofusing sugar as the 
coating. Attention is directed to the secondary reference of Machek, which discloses the use of sugar as a dissolvable coaling on an 
implantable device (see col, 5, lines 38-57). Therefore, it would have been obvious to one of ordinary skill in the art ai the time of the 
applicant's invention to modify the lead of Cates to include the sugar coaling of Machek since it is a biocaompatibfe material that is an 
art-recognized equivalent for implantable coatings. 

Claim 28 lacks an inventive step under PCT Article 33(3) as being obvious over Cales in view of Harel ct al. (WO 2004/02 IK58, 
hereinafter Harel), Cales, as described above, discloses the applicant's basic invention with the exception of explicitly teaching inserting 
the lead into the pancreas. Attention is directed to the secondary reference of Harel. which discloses inserting an electrode in the 
pancreas (page, 50, lines 25-30). Therefore, it would have been obvious to one of ordinary skill in the art at the time of the applicant's 
invention lo modify the method of Cates by inserting the electrode into the pancreas as taught by Harel in order to blood glucose levels. 

Claims 1-28 meet the criteria set out in PCT Article 33(4). and thus have industrial applicability because the subject matter claimed can 
be made or used in industry- 
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